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GUIDANCE FOR INDUSTRY'

Consumer-Directed Broadcast Advertisements

I. INTRODUCTION

This guidance is intended to assist sponsors who are interested in advertising their prescription
human and animal drugs, including biological products for humans, directly to consumers through
broadcast media, such as television, radio, or telephone communications systems.?

IL. BACKGROUND

The Federal Food, Drug, and Cosmetic Act (the Act) requires that manufacturers, packers, and
distributors (sponsors) who advertise prescription human and animal drugs, including biological
products for humans, disclose in advertisements certain information about the advertised
product’s uses and risks. For prescription drugs and biologics, the Act requires advertisements to
contain “information in brief summary relating to side effects, contraindications, and
effectiveness” (21 U.S.C. 352(n)). The resulting information disclosure is commonly called the
brief summary.

The prescription drug advertising regulations (21 CFR 202.1) distinguish between print and
broadcast advertisements. Print advertisements must include the brief summary, which generally
contains each of the risk concepts from the product's approved package labeling. Advertisements
broadcast through media such as television, radio, or telephone communications systems must
disclose the product’s major risks in either the audio or audio and visual parts of the presentation;
this is sometimes called the major statement. This guidance does not address the major statement
requirement.

Sponsors of broadcast advertisements are also required to present a brief summary or,

alternatively, may make “adequate provision ... for dissemination of the approved or permitted
package labeling in connection with the broadcast presentation” (21 CFR 202.1(e)(1)). This is
referred to as the adequate provision requirement. The regulations thus specify that the major

! This guidance has been prepared by the Intra-Agency Group on Advertising and Promotion at the Food and
Drug Administration. This guidance represents the Agency’s current thinking on procedures to fulfill the requirements
for disclosure of product information in connection with consumer-directed broadcast advertisements for prescription
human and animal drugs, and human biological products. It does not create or confer any rights for or on any person and
does not operate to bind FDA or the public. An alternative approach may be used if such approach satisfies the
requirements of the applicable statute, regulations, or both.

? This guidance is not intended to cover the advertising of restricted medical devices, which are subject to the
requirements of section 502(r) of the Federal Food, Drug, and Cosmetic Act.
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statement, together with adequate provision for dissemination of the product’s approved labeling,
can provide the information disclosure required for broadcast advertisements.

The purpose of this guidance is to describe an approach that FDA believes can fulfill the
requirement for adequate provision in connection with consumer-directed broadcast
advertisements for prescription drug and biological products. The approach presumes that such
advertisements:

L Are not false or misleading in any respect. For a prescription drug, this would include
communicating that the advertised product is available only by prescription and that only a
" prescribing healthcare professional can decide whether the product is appropriate for a

patient.
] Present a fair balance between information about effectiveness and information about risk.
] Include a thorough major statement conveying all of the product’s most important risk

information in consumer-friendly language.

o Communicate all information relevant to the product’s indication (including limitations to
use) in consumer-friendly language.

III. FULFILLING THE ADEQUATE PROVISION REQUIREMENT

A sponsor wishing to use consumer-directed broadcast advertisements may meet the adequate
provision requirement through an approach that will allow most of a potentially diverse audience
to have reasonably convenient access to the advertised product’s approved labeling. This
audience will include many persons with limited access to technologically sophisticated outlets
(e.g., the Internet) and persons who are uncomfortable actively requesting additional product

" information or are concerned about being personally identified in their search for product

information. One acceptable approach to disseminating the product’s approved labeling is
described below. This approach includes the following components.

A. Disclosure in the advertisement of an operating toll-free telephone number for
consumers to call for the approved package labeling. Upon calling, consumers should be
given the choice of:

* Having the labeling mailed to them in a timely manner (e.g., within 2
business days for receipt generally within 4-6 days); or

° Having the labeling read to them over the phone (e.g., by offering
consumers a selection of prerecorded labeling topics).

B. Reference in the advertisement to a mechanism to provide package labeling to

2
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consumers with restricted access to sophisticated technology, such as the Internet, and
those who are uncomfortable actively requesting additional product information or are
concerned about being personally identified in their search for product information. One
acceptable mechanism would be to provide the additional product information in the form
of print advertisements appearing concurrently in publications that reach the exposed
audience. The location of at least one of these advertisements would be referenced in the
broadcast advertisement. If a print advertisement is part of an adequate provision
procedure, it should supply a toll-free telephone number and an address for further
consumer access to full package labeling. This mechanism of providing access to product
labeling has the advantage of also providing considerable information in the form of the
required brief summary and in the advertising text itself.

When a broadcast advertisement is broadly disseminated, FDA believes that ensuring that
passive and privacy-sensitive information seekers have adequate access to detailed product
information is critical to complying with the adequate provision regulatory requirement.
Thus, print advertisements associated with broadly disseminated broadcast advertisements
should be comparably broadly disseminated in terms of the targeted audiences.

An alternative mechanism for providing private access to product information would be to
ensure the availability of sufficient numbers of brochures containing package labeling in a
variety of publicly accessible sites (e.g., pharmacies, doctors’ offices, grocery stores,
public libraries). Brochures should be available at enough sites so that most consumers
exposed to the broadcast advertisement can obtain the labeling without traveling beyond
their normal range of activities. This alternative mechanism is likely to be logistically
feasible only when the associated broadcast advertising campaign is relatively limited in
audience reach.

C. Disclosure in the advertisement of an Internet web page (URL) address that
provides access to the package labeling.

D. Disclosure in the advertisement that pharmacists, physicians (or other healthcare
providers), or veterinarians (in the case of animal drugs) may provide additional product
information to consumers. This statement should communicate clearly that the referenced
professional is a source of additional product information.

Telephone advertisements that make a product claim (not reminder advertisements) occur when
there is a telephone communication between an individual and a product’s sponsor where both a
product name and a representation or suggestion relating to a product (e.g., its indication) are
disclosed by the sponsor. Under these circumstances, such advertisements are subject to the
disclosure requirements of the Act and the regulations. However, telephone advertisements are
different from advertisements broadcast through television and radio. By participating in the
telephone communication, the consumer has already indicated his or her willingness to discuss the
topic or receive additional information. Consequently, adequate provision for disseminating
product labeling in connection with telephone advertisements may be achieved with fewer of the

3
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components listed above. For such advertisements, adequate provision could consist of the
availability of the option of having product labeling mailed to the caller in a timely manner (e.g.,
within 2 business days for receipt generally within 4-6 days), or having the labeling read to them
over the phone (e.g., by allowing consumers to select from prerecorded labeling topics), as well as
disclosing that healthcare providers are a source of additional product information.

When a broadcast advertisement is presented in a foreign language, the information sources that
are part of the advertisement’s “adequate provision” mechanism (i.e., print advertisements or
brochures, web sites, toll-free telephone number recorded messages or operators) should be in the
language of the broadcast ad. Regardless of the language used for the advertisement, current
broadcast advertising regulations require the dissemination of approved product labeling, which,
in most cases, must be in English, and is generally written in language directed to healthcare
professionals. The Agency strongly encourages sponsors to consider the benefits of also
providing consurhers with nonpromotional, consumer-friendly product information in the
language of the broadcast ad (e.g., FDA-approved patient labeling or accurate, consumer-friendly
translations of product labeling information).

The FDA encourages sponsors who use this adequate provision mechanism to collect relevant
data on consumer use and make their findings publicly known. FDA also encourages sponsors
and other interested parties to make known their research relating to the overall effects of DTC
promotion on the public health. '
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Accelerated Approval Products —
Submission of Promotional Materials

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft guidance.
Submit comments to Dockets Management Branch (HFA-305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville, MD 20852. All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For questions on the content of the draft document contact (CDER) Tracy L. Acker, 301-827-
2831 or (CBER) Toni M. Stifano, 301- 827-3028.

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
March 1999
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GUIDANCE FOR INDUSTRY'

Accelerated Approval Products —
Submission of Promotional Materials

L INTRODUCTION

This guidance is intended to describe procedures that sponsors of human prescription drug and
biological products can use to submit promotional materials to the Center for Drug Evaluation
and Research (CDER) and the Center for Biologics Evaluation and Research (CBER) under 21
CFR 314.550 and 601.45 for products approved under the accelerated approval regulations®.

In the context of this draft guidance, the term promotional materials includes promotional
labeling and advertisements. Examples of labeling include, but are not limited to, brochures,

booklets, detailing pieces, bulletins, calendars, motion pictures, and slides (21 CFR 202.1(1)(2)).

Advertisements include, but are not limited to, materials published in journals, magazines, other
periodicals, and newspapers, and advertisements broadcast through media such as radio,
television, and telephone communications systems (§ 202.1(1)(1)).

II. BACKGROUND

In the Federal Register of December 11, 1992 (57 FR 58942), FDA published final regulations
under which the Agency would accelerate the approval of certain new drugs and biological
products for serious or life-threatening illnesses. The accelerated approval regulations require
that, unless otherwise informed by the Agency, applicants submit to FDA copies of all
promotional materials, including promotional labeling and advertisements, intended for

! This guidance has been prepared by the Division of Drug Marketing, Advertising, and Communications in
the Center for Drug Evaluation and Research (CDER) in consultation with the Center for Biologics Evaluation and
Research (CBER) at the Food and Drug Administration. This guidance document represents the Agency’s current
thinking on the process for submitting promotional materials for accelerated approval products. It does not create or
confer any rights for or on any person and does not operate to bind FDA or the public. An altemative approach may be
used if such approach satisfies the requirements of the applicable statute, regulations, or both.

? Sponsors whose drug or biolagical product is in a fast track program that is eligible for approval under
section 506(b) of the Federal Food, Drug, and Cosmetic Act are also subject to 314.550 and 601.45 and can use these
procedures.

X\CDERGUID\2197DFTWFPD
3/9/99
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dissemination or publication within the first 120 days following marketing approval during the
preapproval review period (see 21 CFR 314.550 and 601.45). The regulations require further
that promotional materials intended for dissemination any time after the 120-day postapproval
period be submitted at least 30 days prior to the intended date of initial dissemination or
publication of those materials, unless otherwise informed by the Agency.

ITI.

COMMUNICATING WITH FDA DURING THE PREAPPROVAL REVIEW
PERIOD

To the extent that a sponsor anticipates approval of a product under the accelerated approval
provisions, FDA encourages sponsors to begin communication with the appropriate division early
in the application review process regarding submission of draft promotional materials for review
during the preapproval period. Sponsors should contact CDER, Division of Drug Marketing,
Advertising, and Communications (DDMAC) or CBER, Advertising and Promotional Labeling
Staff (APLS), Office of Compliance and Biologics Quality. Early communication with DDMAC
or APLS should enable the sponsor to understand and comply with the submission requirements
prior to product approval or licensing.

Iv.

PROMOTIONAL MATERIALS INTENDED FOR USE DURING THE 120-DAY
POSTMARKETING PERIOD

A. General Requirements for Submission and Review

As previously noted, unless otherwise informed by FDA, applicants must submit to the
Agency copies of all promotional materials, including promotional labeling and
advertisements, intended for dissemination or publication within 120 days following
marketing approval prior to approval or licensing (21 CFR 314.550 and 601.45). FDA’s
goal is to provide comments in a timely manner, usually within 15 working days of the day
the matenials are received by DDMAC or APLS. The Agency expects that materials will
not be disseminated or published until the Agency’s objections are resolved. FDA
recommends that the applicant plan sufficient time for resolving differences with the
Agency concerning the submitted materials prior to dissemination or publication.

In some cases, the sponsor may respond to the Agency’s comments on previously
submitted materials after product approval. However, FDA expects that no promotional
materials will be disseminated until the Agency’s concerns have been resolved.

To the extent that product labeling is not yet final, a sponsor may be unable to provide
FDA with final promotional materials prior to product approval. In such instances, the

X\CDERGUID\2197DFT. WPD

3/9/99
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Agency may be able to comment on many of the important aspects of the promotion based
upon draft promotional materials.

B. Submissions During the 120 Day Post Approval Period

FDA expects that all promotional materials intended for use during the 120-day
postapproval period will be submitted prior to product approval. However, FDA
recognizes that, on rare occasions, the following circumstances may preclude a sponsor
from submitting every promotional item intended for use during the 120 day postapproval
period prior to approval:

1. The designation of accelerated approval status occurs late in the preapproval
review period or extensive and substantive changes to draft labeling occur so late
that completely new promotional materials need to be developed. Under such
circumstances, the sponsor should still submit as many materials as possible before
approval.

il. A sponsor may need to address unforeseen problems or réport information in
labeling material that is beneficial to fostering the safe and effective use of the
product after it has entered the marketplace. For example, a sponsor may have to
address an unforeseen problem with product administration or availability, or an
unexpectedly high incidence of an adverse event. Sponsors can request that FDA
review such additional materials and should provide a rationale for distribution of
these materials prior to submission of the actual materials. FDA will respond to
such requests in a timely manner and, when appropriate, will provide comments on
the materials.

V. PROMOTIONAL MATERIALS INTENDED FOR USE FOLLOWING THE 120-
DAY POSTAPPROVAL PERIOD

Promotional materials intended for use following the 120 day postapproval period must be
submitted to FDA for review at least 30 days prior to its intended dissemination or publication
date, unless otherwise informed by the Agency (21 CFR 314.550 and 601.45). FDA requests that
sponsors consider batching these submissions, rather than submitting multiple individual pieces.
Batching will facilitate a more expeditious review. Sponsors may submit such materials for
review as early as 90 days post approval (30 days prior to intended dissemination or publication).
However, such materials should not be used until the Agency’s concerns are resolved and until
the 120 day postapproval period has expired.

X CDERGUID\2197DFT WPD
3/9/99 3
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Submissions should be made under cover of a letter to DDMAC or APLS requesting comments
on draft materials, referencing the materials are being submitted pursuant to 21 CFR 314.550 or
601.45, and should include copies of draft matenals and all supporting references necessary for
FDA review.

FDA intends to provide the sponsor with comments as soon as possible. If the Agency notifies
the sponsor of significant objections to the proposed materials, the Agency expects that these
materials will not be disseminated or published until the Agency’s concerns have been resolved.

Sponsors often develop promotional materials that are derivative of previously reviewed materials
(i.e., materials that present product claims and representations of the same content and context as
previously reviewed materials) for use after the 120-day postapproval period. These materials
should also be submitted for review prior to use. FDA intends to review and comment on
derivative materials in a timely manner, usually within 15 working days of the day the materials
are received by FDA.

At the time of initial dissemination or publication, sponsors are required to submit final materials
for drug products under cover of FDA Form 2253, pursuant to 21 CFR 314.81(b)(3)(i) and for
biological products under cover of FDA Form 2567 or equivalent pursuant to 21 CFR
601.12(£)(4).

V. TERMINATING SUBMISSION REQUIREMENTS

Under 21 CFR 314.560 and 601.46, FDA may determine after approval that the requirements
established in §§ 314.550 and 601.45 are no longer necessary for the safe and effective use of a
drug or biological product. If this happens, the Agency will notify the applicant in writing that
advanced submission of promotional materials is no longer required. For human prescription
drugs, the applicant will be notified by DDMAC in CDER. For biological products, the applicant
will be notified by APLS in CBER.

X\CDERGUID\2197DFT WPD
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DRUG ADVERTISING

Regulations covering advertising for prescription drugs and drugs approved under the regulations
for accelerated approval.
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WAIS Document Retrieval

[Code of Federal Requlations]

[Title 21, Volume 4, Parts 200 to 299]

[Revised as of Rpril 1, 1999]

From the U.S5. Government Printing Office via GPC Access

{CITE: 21CFR200.7]
[Page 6]
TITLE 21--FOOD AND DRUGS

PART 200--GENERAL--Table of Contents

Subpart A--General Provisions

Page 1 of 1

Sec. 200.7 Supplying pharmacists with indications and dosage information.

There are presently no regulations under the Federal Food, Drug, and
Cosmetic Act that prevent a manufacturer of prescription drugs from
sending the pharmacist data he needs on indications and dosage in
exercising his important professional function of checking against
possible mistakes in a prescription. The Food and Drug Administration
believes manufacturers should be encouraged to supply such printed
matter to the pharmacist for his professional information. Obviously,
such printed matter should not be displayed to prospective purchasers to
promote over-the-counter sale of prescription drugs.

http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi
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[Code of Federal Regulations]

[Title 21, Volume 4, Parts 200 to 299]

[Revised as of April 1, 1999]

From the U.S. Government Printing Office via GPO Access
{CITE: 21CFR200.200]

{Page 7-8]
TITLE 21-~-FOOD AND DRUGS
PART 200-~GENERAL--Table of Contents
Subpart E--Prescription Drug Consumer Price Listing

Sec. 200.200 Prescription drugs; reminder advertisements and reminder labeling to

(a) Prescription drug reminder advertisements and reminder labeling
intended to provide price information to consumers are exempt from the
requirements of Secs. 201 .100 and 202.1 of this chapter if all of the
following conditions are met:

(1) The only purpose of the reminder advertisement or reminder
labeling is to provide consumers with information concerning the price
charged for a prescription for a particular drug product, and the
reminder advertisement or reminder labeling contains no representation
or suggestion concerning the drug product’s safety, effectlveness, or
indications for use.

(2) The reminder advertisement or reminder labeling contains the
proprietary name of the drug product, if any; the established (generic)
name of the drug product, if any; the drug product's strength if the
product contains a single active ingredient or if the product contains
more than one active ingredient and a relevant strength can be
associated with the product without indicating each active ingredient
(the established name and quantity of each active ingredient are not
required); the dosage form; and the price charged for a prescription for
a specific guantity of the drug product.

(3) The reminder advertisement or reminder labeling may also include
other written, printed, or graphic matter,

[[Page 8]]

e.g., identification of professional or convenience services provided by
the pharmacy: Provided, That such information is neither false nor
misleading and contains no representation or suggestion concerning the
drug product's safety, effectiveness, or indications for use. ‘

{4) The price stated in the reminder advertisement or reminder
labeling as that charged for a prescription shall include all charges to
the consumer including, but not limited to, the cost of the drug
product, professional fees, and handling fees, if any. Mailing fees and
delivery fees, if any, may be stated separately and without repetition.

(b) This exemption from Secs. 201.100 and 202.1 of this chapter is
applicable to all prescription drug reminder labeling and reminder
advertisements solely intended to provide consumers with information
regarding the price charged for prescriptions including price lists,
catalogs, and other promotional material, whether mailed, posted in a
pharmacy, placed in a newspaper, or aired on radio or television.

(c) Any reminder advertisement or reminder labeling intended to
provide consumers with prescription price information which is not in
compliance with this section shall be the subject of appropriate
regulatory action. Such action may be taken against the product and/or
the responsjible person. 3 4 1

http:/frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi 6/1/00
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[40 FR 58739, Dec. 18, 19575]
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[Code of Federal Regulations]

[Title 21, Volume 4, Parts 200 to 299]

[Revised as of April 1, 1999} )

From the U.S. Government Printing Office via GPO Access
[CITE: 21CFR202.1]

[Page 74-83]

TITLE 21--FOOD AND DRUGS
PART 202--PRESCRIPTION DRUG ADVERTISING--Table of Contents
Sec. 202.1 Prescription-drug advertisements.

(a) (1) The ingredient information required by section 502 (n} of the
Federal Food, Drug, and Cosmetic Act shall appear together, without any
intervening written, printed, or graphic matter, except the proprietary
names of ingredients, which may be included with the listing of
established names.

(2) The order of listing of ingredients in the advertisement shall
be the same as the order of listing of ingredients on the label of the
product, and the information presented in the advertisement concerning
‘the quantity of each such ingredient shall be the same as the
corresponding information on the label of the product.

(3) The advertisement shall not employ a fanciful proprietary name
for the drug or any ingredient in such a manner as to imply that the
drug or ingredient has some unique effectiveness or composition, when,
in fact, the drug or ingredient is a commecn substance, the limitations
of which are readily recognized when the drug or ingredient is listed by
its established name.

{4) The advertisement shall not feature inert or inactive
ingredients in a manner that creates an impression of value greater than
their true functional role in the formulation.

(5) The advertisement shall not designate a drug or ingredient by a
proprietary name that, because of similarity in spelling or
pronunciation, may be confused with the proprietary name or the
established name of a different drug or ingredient.

(b) (1) If an advertisement for a prescription drug bears a
proprietary name or designation for the drug or any ingredient thereof,
the established name, if such there be, corresponding to such
proprietary name or designation shall accompany such proprietary name or
designation each time it is featured in the advertisement for the drug;
but, except as provided below in this subparagraph, the established name
need not be used with the proprietary name or designation in the running
text of the advertisement. On any page of an advertisement in which the
proprietary name or designation is not featured but is used in the
running text, the established name shall be used at least once in the
running text in association with such proprietary name or designation
and in the same type size used in the running text: Provided, however,
That if the proprietary name or designation is used in the running text
in larger size type, the established name shall be used at least once in
association with, and in type at least half as large as the type used
for, the most prominent presentation of the proprietary name or
designation in such running text. If any advertisement includes a column
with running text containing detailed information as to composition,
prescribing, side effects, or contraindications and the proprietary name
or designation is used in such column but is not featured above or below
the column, the established name shall be used at least once in such
column of running text in association with such proprietary name or
designation and in the same type size used in such column of running
text: Provided, however, That if the proprietary name or designation is
used in such column of running text in larger size type, the established
name shall be used at least once in association with, and in type at

http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi

Page 1 of 11

343
6/1/00



WAIS Document Retrieval Page 2 of 11

least half as large as the type used for, the most prominent
presentation of the proprietary name or designation in such column of
running text. Where the established name is reqguired to accompany or to
be used in association with the proprietary name or designation, the
established name shall be placed in direct conjunction with the
proprietary name or designation, and the relationship between the
proprietary name or designation and the established name shall be made
clear by use of a phrase such as "~ "brand of'' preceding the established
name, by brackets surrounding the established name, or by other suitable
means.

{2) The established name shall be printed in letters that are at
least half

[{Page 751}

as large as the letters comprising the proprietary name or designation
with which it is jcined, and the established name shall have a
prominence commensurate with the prominence with which such proprietary
name or designation appears, taking into account all pertinent factors,
including typography, layout, contrast, and other printing features.

{c) In the case of a prescription drug containing two or more active
ingredients, if the advertisement bears a proprietary name or
designation for such mixture and there is no established name
corresponding to such proprietary name or designation, the quantitative
ingredient information required in the advertisement by section 502 (n)
of the act shall be placed in direct conjunction with the most prcminent
display of the proprietary name or designation. The prominence of the
guantitative ingredient information shall bear a reasonable relationship
to the prominence of the proprietary name.

(d) (1) If the advertisement employs one proprietary name or
designation to refer to a combination of active ingredients present in
more than one preparation (the individual preparations differing from
each other as to quantities of active ingredients and/or the form of the
finished preparation) and there is no established name corresponding to
such proprietary name or designation, a listing showing the established
names of the active ingredients shall be placed in direct conjunction
with the most prominent display of such proprietary name or designation.
The prominence of this listing of active ingredients shall bear a
reasonable relationship to the prominence of the proprietary name and
the relationship between such proprietary name or designation, and the
1lst1ng of active ingredients shall be made clear by use of such phrase
as ~"brand of'', preceding the listing of active ingredients.

(2) The advertisement shall prominently display the name of at least
one specific dosage form and shall have the quantitative ingredient
information required by section 502 (n) of the act in direct conjunction
with such display. If other dosage forms are listed in the
advertisement, the quantitative ingredient information for such dosage
forms shall appear in direct conjunction and in equal prominence with
the most prominent listing of the names of such dosage forms.

{e) True statement of information in brief summary relating to side
effects, contraindications, and effectiveness:

(1) When required. All advertisements for any prescription drug
(* "prescription drug'' as used in this section means drugs defined in
section 503(b) (1) of the act and Sec. 201.105, applicable to drugs for
use by man and veterinary drugs, respectively), except advertisements
described in paragraph (e) (2) of this section, shall present a true
statement of information in brief summary relating to side effects,
contraindications (when used in this section "~ “side effects,
contraindications'' include side effects, warnings, precautions, and
contraindications and include any such information under such headings
as cautions, special considerations, important notes, etc.) and
effectiveness. Advertisements broadcast through media such as radio,
television, or telephone communications systems shall include
information relating to the major side effects and contraindicaticns of
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the advertised drugs in the audio or audio and visual parts of the
presentation and unless adequate provision is made for dissemination of
the approved or permitted package labeling in connection with the
broadcast presentation shall contain a brief summary of all necessary
information related to side effects and contraindications.

(2) Exempt advertisements. The following advertisements are exempt
from the requirements of paragraph {(e) (1) of this section under the
conditions specified:

(i) Reminder advertisements. Reminder advertisements are those which
call attention to the name of the drug product but do not include
indications or dosage recommendations for use of the drug product. These
reminder advertisements shall contain only the proprietary name of the
drug product, if any; the established name of the drug product, if any;
the established name of each active ingredient in the drug product; and,
optionally, information relating to guantitative ingredient statements,
dosage form, quantity of

[[Page 76]]

package contents, price, the name and address of the manufacturer,
packer, or distributor or other written, printed, or graphic matter
containing no representation or suggestion relating to the advertised
drug product. If the Commissioner finds that there is evidence of
significant incidence of fatalities or serious injury associated with
the use of a particular prescription drug, he may withdraw this
exemption by so notifying the manufacturer, packer, or distributor of
the drug by letter. Reminder advertisements, other than those solely
intended to cconvey price information including, but not limited to,
those subject to the requirements of Sec. 200.200 of this chapter, are
not permitted for a prescription drug product whose labeling contains a
boxed warning relating to a serious hazard associated with the use of
the drug product. Reminder advertisements which are intended to provide
consumers with information concerning the price charged for a
prescription for a drug product are exempt from the requirements of this
section if they meet all of the conditions contained in Sec. 200.200 of
this chapter. Reminder advertisements, other than those subject to the
requirements of Sec. 200.200 of this chapter, are not permitted for a
drug for which an announcement has been published pursuant to a review
on the labeling claims for the drug by the National Academy of Sciences/
National Research Council (NAS/NRC), Drug Efficacy Study Group, and for
which no claim has been evaluated as higher than "~ “possibly effective.''
If the Commissioner finds the circumstances are such that a reminder
advertisement may be misleading to prescribers of drugs subject to NAS/
NRC evaluation, such advertisements will not be allowed and the
manufacturer, packer, or distributor will be notified either in the
publication of the conclusions on the effectiveness of the drug or by
letter.

(ii) Advertisements of bulk-sale drugs. Advertisements of bulk-sale
drugs that promote sale of the drug in bulk packages in accordance with
the practice of the trade solely to be processed, manufactured, labeled,
or repackaged in substantial quantities and that contain no claims for
the therapeutic safety or effectiveness of the drug.

{(iii) Advertisements of prescription-compounding drugs.
Advertisements of prescription-compounding drugs that promote sale of a
drug for use as a prescription chemical or other compound for use by
registered pharmacists in compounding prescriptions if the drug
otherwise complies with the conditions for the labeling exemption
contained in Sec. 201.120 and the advertisement contains no claims for
the therapeutic safety or effectiveness of the drug.

(3) Scope of information to be included; applicability to the entire
advertisement. (i) The requirement of a true statement of information
relating to side effects, contraindications, and effectiveness applies
to the entire advertisement. Untrue or misleading information in any
part of the advertisement will not be corrected by the inclusion in
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another distinct part of the advertisement of a brief statement
containing true information relating